
AMENDMENT 

OFFERED BY Ml. llllll 

Page/line numbers refer to OTCMONOGRAPHl05, dated 
January 12, 2018] 

On page 31, lines 3 through 14, amend subclause (I) 

to read as follows: 

‘‘(I) IN GENERAL.—Only one pe-1

riod of exclusivity may be granted 2

with respect to a drug pursuant to 3

clause (i), irrespective of whether such 4

period is granted for— 5

‘‘(aa) changes to the drug 6

described in clause (ii)(I), relat-7

ing to active ingredients; or 8

‘‘(bb) changes to the drug 9

described in clause (ii)(II), relat-10

ing to conditions of use.’’. 11

◊ 
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